U&m&rks 

Claims 1 , 9 and 1 1 axe amended. Support for tlie aiBcndnients czn be found at, for example, 
{paragraphs [0009] -[0012], as weii as the abstravt and clasnis of the originally ilied application. 
Certain of the amendirteJits are also merely made for the sake of claiity. The Applicants respecifuliy 
itquest entry of the amendxnente which are believed to place the applicatioit in better condition for 
£illowanee or, altemativeiy, appeal 

Ciairas 1 - 1 1 are rejected as inherently anticipated, under 35 USC § 1 02(b) by US '738 in view 
of Modlinc, '"^lie Applicants rcsnfCtrLily submit tliat US '738 in view of Medline is inapplicable to 
Claims i-1 1 . Reasons are set forth below, 

Bat-i-iy a rejectioii on the doctrine of inlierent anticipation is an acknowledgcinent that a 
lirimary reference does expressly disclose all the elements of an s^plicant's claims. Here, US '738 
riever expressly discloses a method for treating tih.e indications of "nenropatliically-indnced sensory 
}-:fheuom«na" or "numbness" in patienis with the fmestheiic conipo.sitions recited in the amended 
claims. Consa]uent1y. the present rejection depends on Medline to show that the methods disclosed 
in L^S '738 "for the relief of pain" in patients with "post--he]T>etic neuralgia" would somehow 
ip.hereni]y involve ireating "neuropathically-induced sensory phenomena" or "numbness" lo restore 
^Tisation with the anesthetic compositions recited in the claims. 

Importantly, inherent anticipation requires an element iluii i« net c.xrrL'ssi>' recited in a 
rp.ference must be "necessarily present" and that this "wonld be so reci>g,ni/od b}- persons ofordinar^' 
skill." See e.g.MPE? 2131.01 at pari RI; ,rr uh<-> Conimoniai Can C o. VSA v. Moiisanlo ro.. 94S 
jR,2d 1264 (Fed, Cii". 1991). Stated differently, iuhcrcncy may not be established by mere 
pirobabiiities or possibilities. See In re Robertson. 169F,3d743 (Fed. Cir, 1999), Additionally, 
the Patent Office has the bm-dcn of providing "a basis in fact and/or techmcal reasoning to 
reasonably support the determination that the allegedly inherent characteristic necessarily flows from 
the teaehings of the applied prior art," .S>t' LLx Pai-tcJ.cvy. 17 IJSPTO 2d 1461 (.8d, Pat. -Kpp. & 
Inter. i99<''} (emphasis added). The Applicants rc-spectfuFiy subnjit that the rejection iails to satisfy 
this burden or odierwi.se establish inherent anticipation. 

This is because ''negative sensory phenomena" or "numbness" are separate symptoms and 
msy be entirely absent in patients stjffering from "post-herpetic neuralgia[.]" Thus, "negati^'e 
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^ensory phenomena" or "numbness" are not "necessarily presem" in patients suffering from "post- 
li^etiG netsralgja" despite the conlrasy assumpt ioti of the rejections. 

1 his is appsroni on considcrii\^ the un accept od dcfiiiitioas of '"neuralgia" and "post -herpetic 
rieuralgia" as well as other teachings in the literature relating to "post- herpetic neiu"aigia," 

"Neuralgia" is defined as "acute paroxysomal paiB radiating along the course ot'one or more 
rierves , [usually] without demonstrable changes in the nerve structure" or as " fpjain of a severe, 
throbbing, or stabbing character in the course or distribution of a nei-ve, . . [etymologs' =j [neur- -s- G. 
dlgos, pain]; See Stcchijan's^^^ 1307 (2Slh Ed. 2006) J-jiBphysis 

added); sc/ ul^o X'feiTiam Webster "'$ Medical Desk Diciionar>' , 47 1 (1993)(eu:!pha:5;saddeu). Slated 
dirfereutly, "neuralgia" is a t>pe of pain — ^not a type of '^negative semoty phenomeaa" or 
1numbness[.]" 

Moreover, "post-herpetic neuralgia" or "PHN" is defined as "causalgia [( burning pain >] and 
hyperesthesia [(excessive, painful sensiiivity to sensory stimuli)] in the dennatoTue served by a spinal 
nerve irifecied by herpes zoster, persisting atler resolutioii ofihe ^skin erapiion; typically occijrs in 
liiiddle-aged and old people [(and)]; may continue for weeks, ffionths or years.'' See Stedmaii's 
Medical Dictionary, 28th Edition, 1 30? (28th Ed. 2006). Stated differently "post-berpeiic neui'algia" 
is a type of pain foUowing herpes zoster infection — not a type of "negative sensory phenomena" or 
'1nniBbness[,]" 

What is more, it is apparent from a brief j^view of the medical literature that "negative 
sensory phenomena" or ?ihr;>.<s"~ arc itr - ■'necessarih, prcscni" iis naiieriS^ prc^cit:ir;g wiLh ''posl- 
herpetic neuralgia." This is can be seen from the disclosiu-e in iiasnie as well as Rowbothani. See 
Hasnie et aL, 144 Neuroscience 1495 (Febi-aary 23, 2007) (courtesy copy enclosed); see also 
Rowbotlram and Fields, 1 19 Brain 34? (1 996) f couitesy copy enclosed). Forexainple, Hasnie states; 

In established postherpetic neuralgia the clinical phenotype varies 
between individual ^^aiients and possibly over the time course of the 
disease A .spoet-U7) o" J->i-'t a' '-0'-sx-> \ "he^.oniena have been 
documented. Vv ■ h .noe!-se r ^ ic <^ i ' ,^ c i.;sd!lncyn,a [(^)a.n 
elicited .tniMa-J, i'>/<iu jl ij and hynaalgs^skj 

[(mcrcaseJ sc^bUi-s 't> .o pasn or enhanced sct:siti\ Uy to pAui)]. at es^e 
extremi- and <^ p-.t-dornnautly hyposensory picture }(a dcfcictu 
response to stmiuh)] with pam m the context of partial or complete 
sei^ory loss ai the other[.] 
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See Hasnje at page 8, Th'us, Hasnie teaches that post herpetic neuralgia can occur without "negative 
scnsoiy phenoaiena" or "trnmbness" and patients with post-herpetic neuralgia cm have only painful 

symptoms. 

This is also apparent from Rowbotham. For csxaniple, Rowbotham states at page 34B: 

In a previous study of PUN [(post-herpetic neuiaigia)] patients 
r 989X \!v'e \s eie sfiic-c by how many patients with severe paiii had 
\ttle, if an> scn^o'-'v d d\c\t in (he region they felt was the source of 

i mm most severe paui . 

Moreo%'er, Rowbotham presents chmcal data m Jrig. 3 sliownig thai pais -:its cai". ha\ c "posi-ncipctic 
iicuiaig:a'" xvitliout any sensory dejficits, such as ^enna) sensory deficits See Rowbothana at page 
350, Fig. 3. Thus, Rowbothaj:ii also teaches, atid demonstrates in the clinic, that posi-berpetic 
neuralgia can occur without "negative sensory phenomena" or "niimbness"' and patients with post- 
herpetic neuraigia can ha\e only painful s>mptoms. 

Moreos <.r, :i is apparent the Medhnc reference relied on m the rc;ection to sho\% nv.crency is 
deficient In particular. M odlmc incorrectly states tl^at a symptom or'neuialgM" ^Tur f mc^s of tiie 
affected skm area (tC5.Iing similar to a local anesthetic^ such as a Novocain sliot)\]'' This eiTor is 
proven from the above deftnitions of '*neuialgia'' provided by art accepted authorities. Clearly, the 
painful symptoms of neuralgia such a* '"acute paroxysomrd pain[ J" "pain of a severe throbbmg or 
s^a'ibiug character-'" and bu-,-nir,g na-r sach as m "causalgja" are ncthu.g like "numbness" and are, in 
fact, qiutc the Oi^pt".ik o^'ire scnsJh<'> c < is,v a'os \Nith receis^ig a baoi o^tre loca ^ncsthebo 
NOVOCAIN '^^ Moreo\ er, the Applicants respcctiull> submit tliat the presence of such errors jtn 
Medline ts one reason why the Medline refe?ience contains an explicit diisclamier which slates: 

Th e infonnation provided should not be used during any medical 
one' s,e5icyor for the d\iv>ros's or 'Teatr>-iC"r of anv ir.odjca] eorsditfon 
r A licensed physician shouid be consiutect for diagnosis and treautient 

i ox my an all medtca! conditions. Call 91 1 it>r aii .niedicaJ 

e.T.e! gencies. Adam makes no represe ntation or warranty rogardmg 
'he ;,couiacy, r eiiability, com pleteness , currentness, or timeliness of 
the content, text or graphics. 



See Medline at page 3 (emphasis added). In contrast, I lasme and Rovv botham are aiticies \^TJ^ten by 
tnedical arc' scientific professionals a«d published in iespt-ctdtl peer reviewed medical ioiurais. 

respcctiu!^^ subrnK i itA the advice m the Medline discksmc'^ ;>hould ioliowcd and rius ooc.;:^ient 
should not be relied on particularly to support the current inherent anticipation based rejections as 
It contains erroneous information as deinonstraled by other reliable sources. 

It IS also apparent frotin the liieraluie that the oain of "posi-herpetic neuralgia"" can occur 
without "{■iegrJises2.-!s.oi'pi'iC'iofncni^"ojL "numJ ross''dndpaUc;i^t;\\il;hpos:-'?upwUo .icr?,. g.ai an 
havc orii> painml s>Taiptonis. This n cans that US "TB^ doci not '.nlie: ontly disclose treatment ol 
"negative scpsory phenomena" or '*nainbn^" because patients with "post-herpctic neuralgia" co not 
necessarily have symptoms of "negative sensory phenomena" or **numbness[,]" In fact, US '738 
acknowledges this when it states that 'THN patients nearly always have a sensory deficit in the 
region obtained See IJS '738 at 1 rus 2^ ^0 (en^-shasis added) Inipor.a:itly, ''nearly'' 

navuig a svmptom is nothhiij like a symptom 'netessady beirg piesent " I S '738 aiso does not 
disc.ose :hai patients t:-eated witli tlie disclosed methods exhibit any sj^mprom o:h^. t va^ ' 1' on- 
"post-nerpetic neuralgia' Thus, it is itiappropriate to infer, basea on the erroneous disclosui-e of tlie 
Medlme reference, and contrary to the teachmgs in the accepted, peer-reviewed medical literature, 
that tl-sese patients present any s>'ntptcm otl^-er tban paui from "post-herpct^c neu^-algla " 

Stated diTerertiy. US '738 is silent regaidtng the treatment of "negative sensor p'lenomcna*' 
or "numbness" w\b tbe i^-ie^Jxtx composstJors a Lt;ndeo Clatms 1-1 1 aiidco.-iriwigto Lur^ ih.s 
deficiency by leliance on Medline is improper. Moreover, the Applicants have factually cstabasbcci 
that **negatfve sensory phenomena" or '■'numbness" might be present, but surely is not "necessari ly" 
pre;se'it, and accordingly is anything but inherent in patients suffering from PHN. 

Altogether, the above discussion makes it clear the inherent anticipation based rejections, of 
ame^.ded f lanrs 1 -1 cv er ^ JS "'^ i % te\\ of McJl.rc ii'iiutid be \% .t'lC-^.usn 

AjiiC'd^d Clair.^ " 1 i ii'-e also not ■'nherently antic>piilu^ bv LS '"38 w of Mtdlu'-t, 
because tho ci.jo ^efe'caces fail to icach aO the elements oi the amended claims. Amended, 
mdependcni Claim 1 recites the steps of "'a) identifymg a patient ^vttli ncuropathically-uiduced 
negative sensory phenomena; b) identifysng a locus of the neuropathically-mduced negative ,seusor>' 
phenomena; and c") appljdng an anesthetic tonicaliy to the skin of tlie patient wnh neuiopathic 
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ne^^atlve sensoty phenomena at or near {"xq locus of the negative scnso'-y phenomena, whereby the 
neuropathjcill y-iiiducixl Ttcgativc &cnbor>' pheiionecd in the patient iS ticated " Anie idcd. 
independent Ciair?^ l> ;evite^ ( e - eps ' den* v ^ x ".n^nt mc . op.^*lri.-H r^ducLd 
negAlive sensory phenou-iona, ^) ideji.itymga locus o^thoneuropatbca 1>- luluced negative se.nsoi-) 
phenomena, and c) applying a non-woven polyester cloth including a physiologically acceptable 
adl-'csive, compiising from about 2 to 1 0% by v^eight of lidocame, to ths skm of a patient at or near 
*he locus of tiie negative sensorv phenomena, whereby the neiiropathicaily-induced negative scnsor>' 
r !c x^men, u the 'DJ.nenv i*; *Teated ' \.neidet! 'ndcpenJe.r C ar^i 1 1 ociu-, 'i. •^ ^ t, o* s 
.do \t\ a patient wiu nunbncss ct tht, skui. b) identifvmg a s^te of iie nurijnc^s of ±e ik.n. 
and c) topically flying a local anesthetic to said skin at, or near, the sne of said numbness. 
\^'hereby the numbness of the skm of the patient is decreased," importantly, US "ViS fads to teach 
these steps of the claimed methods and Medime fails to sho'w these steps are neeessanly inherently 
present d >,o'o^a l or ^ S "'^'^ Av- Jt.^s l5i,!0 ^an no anULipa* o.) t .mvont 

^it C'pation, under 3^ I'SC <;U}2(b^ ti uncuted CI ^'n& i ii Lb ~3b ,n \ of Mea.inc 

Stated differen >, tic J-o^t. discussion makers it cicai a^neided Cia^ns '-11 ere not 
^nlieiently anticipatec by L'S '7iH m \iew of Medina, llie Apphcants respectfully lequcst 
withdrawal of the rejections of amended Claims 1-11 as inliercntly anticipated under 35 USC 
i102(b}. 

Ca5:ns 1-1 1 are rejected as obvious under 35 USC {^103(a)ovcrUS "73S, Medime m view of 
I N "SS? \Kierded Claims 1-11 aie not obvious over US '738, MedhneandUis '582, Reasons aie 
set forth below. 

First, US '738 and Medhne represent the core combmalion of references rebcd on to siipport 
the obvioiibness rejections However. Medline is not prior art under 35 USC §102 and is not 
available for application in the obviousness rsiection made under 35 USC ^rl 03(a) Tha<5, tre 
leji^ctio'-i ^aJ-v i i'-is \ v,^i..ib iS ijHUha fuu obs.ous.i,.s^ 

bCvoad . :c o&\ iOvisn,.ss iCjcc^ions unpiopciiy rc^y on tn<^ doc'i n,. o '~ Hihei ^ anlK .dc%o.i 
"■^h s ^> ippa lio>,nTnoconmicntsonpage6oftlieOfitciaI Action ^esardmg^'ncorpOT'atjr-' 'of tlie 
ini^o out anticipation aiguinents lelatmg to US '738 and Mcdhne mto the present obviousness 
icjections Ro^^ ever, the doctrine of inherent anticipation caimot properly be applied m the context 
of 35 LSC §103 obviousness rejectio is This means the rejection incorrectly rchcs on arguments 
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which conflate axiticipatioii and ant cipation related doctr nes with obviousness and od^kvn 'l-s 
i^elated doc*r nes Such couOaiion is prohibited ha aus<^ the case L'vi buc'i as a- PsfvdxT t o \ 
lx^^i__.-)-. ( '■'-2 led C= P^'iv e v iv l s o 1 1. s ^lo ai'OiMU»>^ 

doctr ne !:> ii n .euio ihecoiVe\tof ?5 JSC JjU)2 t3C}pal{onao.ob\iO0ink.Si. uncts.. I bO^ L'3 
Moreover, it t s self evident to state; 

That whici may be nihetent Is not rccessan*y kivown Obvoiisness 

Ciinnot be predicated on what is unknown. 

'^-'^^ In rc SpOiiraTUj ard "Icuuc . \5Z USPQ 499, 452 CPA l99o) ^enphas s oodeO Staged 
diftVitify. apphcation of the inhereitcy doctrme is limited to anticipation ba&ed rejections niaae 
under USC §102 Thus, the obviousness rejection ih mappropnatc on tliese bases and sjbouid be 
withdrawn as the rejection fails to estabhsh pi nm facie ob\ioustjess 

Thnd, amended Claims 1-1 1 are tkm ob\i v ^ . ji' "-sd'jo i oi S """^S X^i-'J ic 
and US '5S2 faixS to teach aii the eltrof s c ^ d^v ca . ■^bc^^iso as (,isv.vssb« 

ai50ve the cote coj^bina; v ! v>! 'S ""^^ .-^.^ Me.* irt tasK v fe.t aJ {!:e elunents of arsiendea 
Cbwiis i-11 wmie IjS '582 does noti\ng to curs? dus deficiency cr the core conibtnajon of 
references Moieover, the cottibinatioa of US '738 and US *5S2 also faih to teach all the elements 
of .j^xndcd Cianns l-V Hits is important because, as discussed above, Medline is not avaiiaole as 
pi or art fci application m the pr<;.sent obviousness lejections Tims the rejection a so fails on thc&e 

bases to es jl S I / !(! 'O ">\ V. V^-'S 

'fourth, ainerded Clannsj 1-1 1 are not obx lous because one oi oidmar> skiil r the (.n v, oald 
not he n;otiv ated to perform the claimed methods, cs reasonably expect success on so doing Tlis f s 
hec au&.e notlnng in the cited references suggests tnat a topically applied anesthetic {i e coirtpound 
known to bjock sensation) can cause ssnsatior to return or miprov e tactile response and sensorv ,oss 
srpc^'cnt'^w t. nLHo-^atl ca^A- jh.ced Ye_,at.ve sons iv pi^' ,.)ricr!a ' ,r Vi -ih-c-^.' o^ihcikii 
Impo^'va.riv, tjc \pplc. us .laso ae.jtd the te*.ch5ngi. m tne a.rt and u ev.K io i,.. 

toptcaih aDp'iy.danw.faf let c could trea the conditions of neuropathicalK-mductd ne^rf ^ •^eJ■^orv 
phenomena' oi "numbness" of ttit skin In pat.e-its The Applicants '•espatfvUy submu dns 
conipelhng e\ tdence of nor~ob\ lousress Thus, the rejection also fails on these bases to estabhsh 
prima facie obviousness. 
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The Applicaaits rcspcctfuOy lequest witliciraw al of the rejection of amended Claims I -I I 
as obvioits tuKier 35 USC § 103(a)- 

Li .ghtofvo oiojic)"^ i ^ submit tha; me entire application is now 

'! co:Ki.<c\! Toj <-Jlo-A.vnte. \^h.ch is respectfaliy ra]uested 

Respectfully submitted, 

i T. Dapie' Chrisleuhiny 

i Reg. No, 3L750 

Attorney for Appiicants 

TDC/vhvr: 
(215)656-3381 
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